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DETAILED ACTION 
Acknowledgement of Receipt 

Applicant's response filed on 03/19/2008 to the Office Action mailed on 
02/26/2008 is acknowledged. 

Election/Restrictions 

Applicant's election without traverse of Group III (claim 9) in the reply filed on 
02/26/2008 is acknowledged. 

Status of the Claims 

Claims 6, 7, 15, and 20 were cancelled, claims 1-5, 8, 23, and 24 are withdrawn 
as being drawn to non-elected subject matter, and claims 10, 12-14, 16-19, 21 and 22 
are currently amended. Therefore claims 9-14, 16-19, 21 and 22 are currently pending 
examination for patentability. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a whtten description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 9-14, 16-19, 21 and 22 are rejected under 35 U.S.C. 112, first paragraph, 
as failing to comply with the enablement requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to enable one 
skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention. While being enabling for treating some symptoms of cerebral 
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insufficiency, tine specification does not reasonably provide enablement for the 
treatment of all symptoms of cerebral insufficiency. The specification does not enable 
any person skilled in the art to which it pertains, or with which it is most nearly 
connected, to use the invention commensurate in scope with these claims. 

The instant specification fails to provide information that would allow the skilled 
artisan to practice the instant invention without undue experimentation. Attention is 
directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: (1) the nature of the invention; (2) the state of the prior 
art; (3) the relative skill of those in the art; (4) the predictability or unpredictability of the 
art; (5) the breadth of the claims; (6) the amount of direction or guidance presented; (7) 
the presence or absence of working examples; and (8) the quantity of experimentation 
necessary. 

(1) The Nature of the Invention: The rejected claims 9-14, 16-19, 21 and 22 are drawn 
to a method of treating a patient suffering from tinnitus and/or symptoms of cerebral 
insufficiency comprising administering to the patient an effective amount of (+)-isopropyl 
2-methoxyethyl 4-(2-chloro-3-cyano-phenyl)-1,4-dihydro-2,6-dimethyl-pyhdine-3,5- 
dicarboxylate. 

(2) The state of the prior art: The state of the art regarding treating neurodegenerative 
disorders such as cerebral insufficiency is relatively high. The skilled artisan would view 
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that the treatment of all symptoms associated with cerebral insufficiency with only (+)- 
isopropyl 2-methoxyethyl 4-(2-chloro-3-cyano-phenyl)-1 ,4-dihydro-2,6-dimethyl-pyridine- 
3,5-dicarboxylate. 

(3) The relative skill of those in the art: The relative skill of those in the art is high. 

(4) The breadth of the claims: Applicant claims broadly a method of treating a patient 
suffering from tinnitus and/or symptoms of cerebral insufficiency comprising 
administering to the patient an effective amount of (+)-isopropyl 2-methoxyethyl 4-(2- 
chloro-3-cyano-phenyl)-1,4-dihydro-2,6-dimethyl-pyridine-3,5-dicarboxylate. 

(6) The amount of guidance or direction presented / (7) The presence or absence of 
working examples: In the instant example applicant has not provided any working 
examples of administration of (+)-isopropyl 2-methoxyethyl 4-(2-chloro-3-cyano-phenyl)- 
1,4-dihydro-2,6-dimethyl-pyridine-3,5-dicarboxylate to patients suffering from tinnitus 
and/or cerebral insufficiency nor is data provided as to which symptoms of cerebral 
insufficiency is treated. Note that lack of a working example is a critical factor to be 
considered, especially in a case involving an unpredictable and undeveloped art. See 
MPEP§2164. 

(8) The quantitation of experimentation necessary: In view of the breadth of the claims, 
unpredictability of preventing or reversing senescence of cells, and the lack of working 
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examples regarding tine activity as claimed, one skilled in the art would have to undergo 
an undue amount of experimentation to use the instantly claimed invention 
commensurate in scope with the claims. 

For the foregoing reasons claims 9-14, 16-19, 21 and 22 fail to comply with the 
enablement requirement. 

The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification slnall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 12, 14, 16-19, and 21 rejected under 35 U.S.C. 112, second paragraph, 
as being indefinite for failing to particularly point out and distinctly claim the subject 
matter which applicant regards as the invention. 

The use of the trademarks CLOZARIL, ZYPREXA, SEROQUEL, RITALIN, 
DEXEDRINE, DEXTROSTAT, CYLERT, ADDERALL, PARLODEL, PERMAX, 
MIRAPEX, TASMAR, COMTAN, KEMADRIN, ARTANE, COGENTIN, PROZAC, 
ZOLOFT, PAXIL, WELLBUTRIN, ELAVIL, TOFRANIL, PAMELOR, NARDIL, 
PARNATE, DESYREL, EFFEXOR, VIVACTIL, SINEQUAN, ZYPREXA, TRYPTANOL, 
SERZONE, RISPERIDAL, HALDOL, FAVERIN, SEROXAT, REMERON, 
NORTRILENE, and DEPAKOTE have been noted in this application. It should be 
capitalized wherever it appears and be accompanied by the generic terminology. 

Although the use of trademarks is permissible in patent applications, the 
proprietary nature of the marks should be respected and every effort made to prevent 
their use in any manner which might adversely affect their validity as trademarks. 
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Further it sliould be noted that generic compound names should not be capitalized. 

Claim Rejections - 35 USC § 102 
The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

Claims 9 and 22 are rejected under 35 U.S.C. 102(b) as being anticipated by 
Meier et al. (US Patent 5665740, Published 09/09/1997). 

Meier et al. teach, "The present invention relates to the new compound rac- 
isopropyl 2-methoxyethyl 4-(2-chloro-3-cyano-phenyl) 1,4-dihydro-2,6-dimethylpyridine- 
3,5-dicarboxylate and its pure enantiomers, process for their preparation and their use 
as medicaments, in particular for the treatment of cerebral and neuronal disorders ..." 
(See abstract). "In addition to the active compound of the formula (I), the 
pharmaceutical preparations can also contain other pharmaceutical active compounds." 
(See column 8, Lines 7-9). "The compound according to the invention and its pure 
enantiomers exhibit an unpredictable, useful spectrum of pharmacological action. They 
have a positive effect on learning and memory powers ... They have an antidepressant 
potential ..." (See column 6, Lines 38-45). The compound can be employed for the 
preparation of medicaments for the treatment of central degenerative disorders as for 
example dementia, Parkinsons diseases, tropical sclerosis, cerebral function disorders 
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in old age, organic brain syndrome, age associated memory impairment, depression, 
mania, migraine, neuropatliies, addictive disorders and witlidrawal symptoms. (See 
column 7, Lines 46-64). For the foregoing reasons tine instant method of treatment is 
anticipated by the prior art. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
Invention was made to a person having ordinary skill In the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1. Applicant Claims 

2. Determining the scope and contents of the prior art. 

3. Ascertaining the differences between the prior art and the claims at issue; 
and resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 



1. Claims 10-14, 16-19, and 21are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Meier et al. (US Patent 5665740, Published 09/09/1997) in view of 
Sandberg et al. (US Patent 6979698 B1, Published 12/27/2005, Filed 03/15/2000) or 
Block et al. (US Patent 6440967 B1, Published 08/27/2002). 
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Applicant Claims 

Applicant claims a method of treating a patient suffering from tinnitus and/or 
cerebral insufficiency comprising administering (+)-isopropyl 2-methoxyethyl 4-(2- 
chloro-3-cyano-phenyl)-1 ,4-dihydro-2,6-dimethyl-pyridine-3,5-dicarboxylate and a 
second active agent. 

Determination of the Scope and Content of the Prior Art (MPEP §2141.01) 
The teachings of Meier et al. are disclosed above. 

Ascertainment of the Difference Between Scope the Prior Art and the Claims 

(MPEP §2141.012) 

Meier et al. lacks a teaching wherein a specific active agent is added. Meier et al. 
only teach that a second active agent can be added to the formulation. This deficiency 
is cured by the teachings of Sandberg et al. or Block et al. 

Sandberg et al. teach the method of treating cognitive deficits in learning and 
memory with compositions comprising neuroleptic drugs including haloperidol, sulpiride, 
risperidone, clozapine, thioridazine, olanzapine, quetiapine, benztropine mesylate and 
ziprasidone. (See title, column 8, Lines 32-54 and column 12, Lines 49-50). 

Block et al. teach a composition comprising GABA alpha 5 inverse agonist and 
an estrogen in treating cognitive disorders. (See abstract and column 16, Lines 62-67). 
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Finding of Prima Facie Obviousness Rational and Motivation 

(MPEP §2142-2143) 

It would have been obvious to combine the teachings of Meier et al. with 

Sandberg et al. or Block et al. One would have been motivated to do because Meier et 

al. teach that the treatment of cognitive disorders can combine isopropyl 2-methoxyethyl 

4-(2-chloro-3-cyano-phenyl)-1,4-dihydro-2,6-dimethyl-pyridine-3,5-dicarboxylate with 

another drug for the same purpose. One would therefore be motivated to add anyone or 

more of the compounds taught in Sandberg et al. or Block et al. to enhance the 

effectiveness of the composition taught by Meier et al. For the foregoing reasons the 

instant method would have been obvious to one of ordinary skill in the art at the time of 

the instant invention. 



Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to All Soroush whose telephone number is (571 ) 272-9925. 
The examiner can normally be reached on Monday through Thursday 8:30am to 
5:00pm E.S.T. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
Supervisor, Johann Richter can be reached on (571 ) 272-0646. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for published 
applications may be obtained from either Private PAIR or Public PAIR. Status 
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information for unpublislied applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

All Soroush 
Patent Examiner 
Art Unit: 1616 

/Mina Haghighatian/ 
Primary Examiner 



